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@OU)K@t MO- 971U-0217- Request ‘for e&ments ‘on” ~~~
~~evelopm&t of ap~ions to ‘enc@rage animal drug
!appr+vals for minor species and ~for rnin~r uses “

j~oncernt
,,”.

j ,, “,
.,

e~Legislation and Animal We”lfaKe ~ommi+teh of the ., :
#&iotiof,Zoo Veterinarian6 (AAZTi):,I wis~ r~spon.dto” “:
.~~r c~~$nts -.gwding animal +n.ag approvals $Qk : ,
@ fbr manor uses (Docket Ne. 97N--O,217)I.On beha~f”’,
~ip 0$ the AAZV, 1 thank you for:provid$ng us with .
y to.contribute to this discussion. \

.:
~,, t
@qrians are responsible for vete”~inarymanagernentof
~mals and animal species. As nok@ in the 23June97
~z, there are very few animal ,drugs specifically
e:in the vast majority of these zcjologicbpecies. AS
Qgic veterinary practitioners mist uti+ize extra-
@rovisions of AMXKA extensively.

i,,

~pls from institutions accredited by the l$nericanZoo
~dciaticm (AZA} do not impact fo~d s,afetpissues in :
h& ~onsumed as human food. It \is rec,+gnized and
(at some traditionally zoologic species @ find”i.ng
Q$alty food items; It would b& shortsighted to’
‘ugs approved for use in zoologic~ species for which
alty’markets would;not or might not be #t~lized in

,’

Ls destined for human consuhptign. Non~theless, I
‘&marks to those aspects of mhor; species/m$nor” use
@t the practice of zoologic medicine in zoologic

institutions. ~
,.

;A; ~c
I I

e -“If :~s,,respectfullyre~”ested that the:criter~a found “in
s~ction S 14.1{ )(1) for determinat~ion of a minur!s:pecie~or a minor

‘=4 t‘uqebe br aden d’~o include uses’other than for d!isease~anageke.nt..

}S?qdation,Ian@s ,~dsi?, behavior modification, any contraception or
,d@prOduct+Ve ~nh~ncement are examples of broad-based c$riservatihn
,ia~dother’~on-di+i+as,eapplications~that are of,para,ti~unt~importance:

*~~qSi~ the m~fiyh@’@~ species that comprise zoologie veter~nary ‘
~@~d;pratiticei .“ I .,,,,
34t)OV@tGirardAveriue ‘ ,~: )

YP
,,

~phiuPA 19104-1196: : : j
21,2431100 ;’ I
F+C21$ 2435385 ,!~: {~,:1 ,: .,”,;” 1,:

i, .,: /
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rea tins id ~~tional Statutory Authority -
,~~Should/therk.be different standards for targe~”anima~ safety and,
.e~fdctivehesd

k
~new animal drugs intended for use in m{nor species

:tidfor a$na+ I;se.
~~A instihtibhs house limited numbers of speci~ens af ~any related

i
‘,,zoologic,~Spec A+. It is impractical, from both conse~vation and
,financialjsta~,pdints, to suggest that detetiination o~safety and

$

‘e~ficacy:~~ ~“ ~en drugs in each of these speci.qsbe re~uiredprio~
,*o”approval .~,,tiinpr species/use.
w*il@ it is 4

i,

, ,tiledgedthat thexk are or may’tie disti~et spec$+s ~
,d+fferenses i :respense te a given drug, it i!$ sugge6te4 thata
,+~oa,der appl$ep~~en’of data to related species (genera ~r families)
bepermit~ed.” ~~
.’ 4 I : i

,..

‘j~$]$bould~thhj $a’ndardsbe the same for all,mino~ speci~k and uses?
$! is respe+ Wly ,submitted tha~ it is not practical~to subjebt.
a+l mi.nor~sp~c”&.s/usesto the same standard(s) .;Howeve&, it mig~t,
‘~q both prac~’~ql and appropriate to cqeate, standa’ s fos use,,
‘eategorie$ (fOr\exahple, $for sedation of non-fodd hoov animals),

.~ ;{;: ]

:3~ Should prb@ucts be labeled to reflect ,the:use o? differtixit
‘@andards~ ;
Yds. {, !“ ?

~
,! ~: ,:.,

,,
,,:!

t

}
;+; If th AW we~e amended. ..hbw would app~opriat’ desks be ~
;j/eteqmizze? ~‘~

+

f’
~$~eedsie~t ti ~onsk to make here is that the’~ose th~:tworks ‘:2s.”
~he,a.ppzo~tia$z,~:dose.This is obviously a simplistic response
:eqfqct ma ‘

i
,3 be J fJfected by age, gender metabolic state, ~utriti;n~~ :

~b~nditibni;re~,p@uct’ive ‘stagej and ~ variety Of eViro ~~nta~ ~~d ,

:ij~hercen$+de~k~~ons.

/

Y
Mqs~ AZA \yns$ ‘~hti~ns participate in a program kno~n as ISIS
‘~+nternat+onq} +peq~es InformationSystem), acotiputerizleddatabas$’e
,w@i programs hat facilitate the collection an~,docunkintatien of
s~ecies-e~ec~~’c information. The ISIS MedARKS pqogram (~qr medical

~,<dcords).\i.ncl@es ‘both Anesthesia and Pkescriptio~ mtodule”s.
XqfO~ti@ geamed from these ‘modules may ~elp t~ elucidate
,e~fectiveldos~ ;ofnumerous commonly used (extra-label) &rugs under
~ \vide r~nge bf conditions and for a wide va,Ziety df animals.
#~haps s~chekisting databases --that contain bckh subjective or
anecdotal [and~@jective information-- migh,tbe,tisedtoisupplemerit
,~imited dqcume~ted drug research for minor spec@s/use#.

,. .:: ~, :., t

47

,, i
~~.’lshquldk d“ ‘~approved under such a mechanisk gear la$eling that’ :
“#eiflectsits b ,atizs?

[1 f
f

Web”, ,:
;/ .! :1:” ~,
,,. 1’

!..

;~.~hould.t&ea~~ beamended to allow FDA to accept f’ore$gnrevietis”’
.’

wr’approv~ls iqg minor species/us9? ! : :‘Y’es,prov’ided~ti~aithe standard of’testing, use,docume$tation and”
:j. !
!:,:, I
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re-~valua~io~ ‘~~nbe verified. Ho~ this verification ma~ proceed is
o~en to que$~$on; the following ”respanse may”be appropriate to
tpis , as ~ell.j i
![ .,,,
,! I
+3! Should t~~ !current statutor~ standard. ..or’ any 1lternati~e
,s+andard;~eih~le+e:pttidthrough a primary revi,ew,proces

: f

externalto
!h~;;qge~p~?{tiq~hi~~t Che process be admihiskeke-d and who shouzd
p*yfor t+e ,,4@2~na2 keviews? ‘
~$e’ proc;+s ;~$~:i@iew might proceed more,~ex#i.tious.ly were ttie
~“i~~ryo~&yi~~.;carr$ed out ext,ern?lto the agency. The~e are many
3p ofesslonal.~ ter+hary associations (including,!-to na~e but a few
;\tl?eAme~ica~,l$sSociation of Zoo Veterinarians, :the As~ociation of

ti:::~~+xans’

the International Association ~of Aquatic
~,,and the Wildlife: Disease Assbcjiation)~that cat@r

$ practl +on~ s who provide care to specific species & gr~ups of
s@ecies. Membe ,@.,ofthese associations already \g@nerat# and share
aJgreat deal i

1

f ‘pharmacologic data. Thus, there are tindividuals
~zth the l@o~$ @ge ko perform the reviews. In add.ition,~there need
qi~t be ~nly .&jsingle review group or board, as ]long, as “a
clearinghouse: ~foq information is available, perhaps through the
+~e~cy. / ~: ,,

i
‘i !’ i :!1.’., 1

5

~j Could.l~e~e,rn$nations of animal safety ar)fl,effec~iveness &y
etiprt pdels’! ‘“d,c~pondia be used to support Hrug ap~oyals for
~~ndr spe&e&;/:#@s?’
‘3

/
~,s= Aga$$f s~!h organizations as the American ~ssocia~ion of zo,o

r~ terinar$ans;,$h&W!ildlife Disease Association,~the Ass~c,iation &f

1
~’ptilian~and~ ~phi~’ian Veterinarians, etc, as well as!veterinary
a ademic$~ns’”qdu~d provide the experti=e ‘required t~ man these
@v$ew pa~elp~” ,;

4
b~ at”imfb~rnat$.tnshould be used?

f ,?;,

~ mpilati~ns jcb~,field and well-~ocumented an.ecdotal~data (for
ex,ample, ~fr?~~”,,the:ISIS or other database~) with ~sci.entific
c~ntrolled st$~~e:scould be utilized t~ assess’dfficacyj and safety
~~d dete~ine~ e~fective/appropriate drug dosages.
qh&d th~,de~~~~inations of the panels be issued as

?
~ograph~’

e
#

1 ~~:, ,.
f

!, ,,

.,! ; J~ ~ust ad~,ab~i~~~aveat to the pre~ceedirigthat{there rn,st be some
rne:chanism~by;w~,~ch’members of an expert panel can be he}d harmless
dor unant~cip~~ed adverse effects of or idiosync~atic r~actions to
$ruqs appqoved:~g good faith. O~hisrwise, no one is hi~/her right
~ind would sit;’on one af these proposed panels. , ~

,,

Cre’atiiu +e,titives
t,,
!

q.

k

‘hould~ a ~w=arn s~milar t~ the lVationaZ Resear)ph Support
P~,gram #?. +$+y.deveJ.oped for wildlife and zoo.animals:!and/or far
& @ctio~ pWpbses,? Should the p~ogram Be expatided tocovek such
A+?d? ~

;f;: .:~j”;:
~i am ,insu$fi~j.ejmtlyversed in NRSP#7 to commen~ as to Iwhether $.t
wcu~,d be tiotie‘“appropriate to expand its scope or t~ create a

.j,.,
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itiilarprogram for wildlife and,zog animals. H,owever,
:providing support.to minor spec$es/use~research is
~ahd urgently needed.
,, 1

i

~ philanthropic, jwblic-interes~. 4oth r not-for-
!a&itins.be encouraged to fund ~researkh for the,
pew, animal drugs intended for minor s

9
ies/use?

:~peri~nce suggests’that unless k~e, S,COp of a given,

~n:ded“isquite plain at the qutset - par+icularlyasi
@ler requirements (testing procedures, ~eplicatesj
@zg/,sp’eciesapproval -these t~:e~organi~ations will ‘
~n+ to invest their highly sought--after~dollars in
&ug research. /I

I

&hanisms other than the NADA proee66 an~ extrala.bel
tid’human dxugs under the AMDUCA~t.hat c~ld enhance ~
($Z for ‘minor species/uses? :
.rds products produced outside’ ~he Uni&d States,
~e tinderAMDUCA has~been most beneficial~.
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for your consideration of these issu~s.
Sincerelyi : i

1’

Donna M Ialeggio, DVM ~
Chair, Legislative/Animal ,WpMare
tierican Association of Ztio:Veteri

+ssOciate Veterinarian ~
The Philadelphia zoo !
3400 W Girard;Avenue
Philadelphia, ~PA 19104
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